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09/881,215 



Examiner Art Unit 

Vickie Kim 1614 

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Applicants) 

CROOKS ET AL. 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing dale of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)Q This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 
Disposition of Claims 

4) [X] Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) K) Claim(s) 1-20 are subject to restriction and/or election requirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing (s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 1 1 9 and 1 20 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 



Election/Restrictions 

1 . Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

Group I claim(s) 1-4, drawn to a pharmaceutical composition comprising an effective 
amount of agmatine, an agmatine analog, or a pharmaceutical^ acceptable salt thereof 
and (ii) a phmarceutically acceptable carrier. 

Group II claim(s) 5-20, drawn to a method of treating, ameliorating or preventing 
epilepsy, seizure, or electroconvulsive disorders using the composition of Group I. 



Election of Species 

2. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1 . 

Patentably distinct markush species are independent inventions, Inre Webber, 
198 USPQ 328, In re Haas, 198 USPQ 334. Divisional applications may be. filled under 
35 USC 121 , as a result of an office requirement for an election of a patentably distinct 
species as made herein. In re Joyce, 115 USPQ 412. This satisfies the " patentably 
distinct" criterion since the examiner is not of the opinion that various species are 
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obviously unpatentable over one another and each species (as noted above) is capable 
of independent manufacture, use, and sale, with the other components of the claimed 
formulations. 

Applicant is required to elect a single disclosed species(e.g. specific examples in 
the specification), from under the instant claims of the elected group. Moreover, 
whatever specific compound is ultimately elected, applicants are required to list all 
claims readable thereon. With the election of a specific exemplified compound, a 
generic concept will be identified by the examiner as the inventive group for 
examination. 

The following claim(s) are generic: claim 6. 

The invention listed as Group l-ll (or species) do not related to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the 
same or corresponding special technical features for the following reasons: the special 
technical feature which is referred to Annex B of Appendix A1 of the 
MPEP(Administrative Instructions under the PCT, "Unity of Invention"). Unity exists only 
when there is a technical relationship among the claimed inventions involving one or 
more of the same or corresponding claimed technical features. The express "special 
technical features" is defined as meaning those technical features that define a 
contribution which each of the inventions, considered as a whole, makes over the prior 
art. M (Rule 13.2). The question of unity of invention has been reconsidered retroactively 
by the examiner in view of the search performed; a review of US 5,677,349 or 
US5, 150,4 19 makes clear that the claimed invention or species is not novel over the 



Application/Control Number: 09/881,215 

Art Unit: 1614 ' Pa 9e 

Prior art (the instantly claimed agma tine or agmatine containing composition) 
Furthermore, these references appear to demonstrate that the claimed agmatine 
compound or agmatine containing composition does not define a contribution which 
each of the inventions, considered as a who.e, makes over the prior art. Accordingly 
the pnor art of the record supports restriction of the Calmed subject matter in to the 
groups as mentioned immediately above. 

Conclusion 

3- A, the pending d a,ms M0 are subj9a K (he resWolj((n;elect . on requ . emeni 
Any .ncuiry concerning this communication „ eartler (rom ^ 

examiner should be oirec.ec, to Vickie Kim whose telephone number ,s 703-305-1675 
The examiner can norma,,, be reached on Tuesday-Fnday. „ attempts ,o reach the 
examrne, by ,„ephone are unsuccessful ,he examiner's supervisor, Mahanne Seide, 
can be reached on 703-308-4725, The ,ax phone numbers for the organ^on where 
*. app,ica,,o„ or proceeding is assigned are 703-745-3,65 for regular commu„ica,ions 
and 703-746-3,65 ,o, After Pina, communicate Any inouinyo, a genera, nature or 
relating ,o the status o, ,h,s app,ica„„„ o, proceeding sho„,d be d te « b ,h e 
receptionist whose telephone number is 703-308-1235 

Vickie Kim, 
Patent examiner 
June 6, 2003 
Art unit 1614 



